
510(k) Summary

1.0 SUBMITTER INFORMATION

1.1I Submitter: SHIMADZU MEDICAL SYSTEMS ~A' 0
20 101 South Vermont Ave.
Torrance, CA 90502-1328
PH: 310-217-8855
FX: 310-217-8869

1.2 Contact: Don Karle

1.3 Date: April 25, 2007

2.0 DEVICE NAME

2.1 Proprietary Name: SDU-1200Pro

2.2 Common Namne: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Doppler Imaging System
FR # 892.1550, Product Code 90-IYN

Ultrasonic Pulsed Echo Imaging System
FR # 892.1560, Product Code 90-IYO

Diagnostic Ultrasound Transducer
FR # 892.1570, Product Code 90-ITX

2.4 Predicate Device: Shimadzu SDU-l200Pro (K061643, Jul./27/06)

3.0 DEVICE DESCRIPTION
The SDU-1200Pro is amobile diagnostic ultrasound system. This system has flathlnear
array, convex linear and sector probe with a frequency range of approximately 1.5 to 15
MHz. It has B mode, M mode, Pulsed Doppler mode, Continuous Doppler mode, Real
time 3D mode, Color mode, or in a combination of modes.

4.0 INTENDED USE
The SDU-l1200Pro is intended for the following applications:
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Fetal, Abdominal, Pediatric, Small Organs (Specify), Neonatal Cephalic, Adult
Cephalic, Cardiac, Transrectal, Transvaginal, Peripheral Vascular, Musculo-skeletal
Superficial and Musculo-skeletal Conventional.

5.0 SAFETY CONSIDERATIONS
SDU-1 200Pro has been designed to meet the following voluntary and measurement
standards:

* IEC 60601-1 Safety of Medical Electric Equipment
* UL60601-1:2003 Medical Electrical Equipment Part I: General Requirements

for Safety
* AIUM NEMA UD2 Acoustic Output Measurement Standard for Diagnostic

Ultrasound Equipment
• Acoustic Output Measurement and Labeling Standard for Diagnostic

Ultrasound Equipment Revision 1 (AIUM 1998)
* AIUM NEMA UD3 Standard for Real-time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN -9 2008

Mr. Don Karle
Manager, Customer Service
Shimadzu Medical Systems USA
20101 South Vermont Avenue
TORRANCE CA 90502

Re: K071289
Trade/Device Name: Diagnostic Ultrasound System SDU-1200Pro, system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: December 18, 2007
Received: December 19, 2007

Dear Mr. Karle:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include.
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Diagnostic Ultrasound System SDU-1200Pro, system, as described in your
premarket notification:

Transducer Model Number

L040-075U VA13R-035U VA40R-035VNU EC1OR-065VPU
L040-120U VA13R-050U VA57R-0375WU S011-050U

L040-120HU VA20R-035U VA57R-0375HU S017-035U
L070-075U VA40R-035U TV11R-055U S020-025U
L072-050U VA40R-035HU UB1OR-065U

VA1IR-055U VA40R-035VPU EC11R-055U
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If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 5 10(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrl/industrv/support/index~htm1
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If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-3666.

Sincerely yours,

&; Nancy C. Brogdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 1 of 23

5 10(k) Number (if known): . ' I0 1

Device Name: Diagnostic Ultrasound System SDU-1200Pro, system

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A RB M PWD CHD Color Power Color Comibined Tissue Other

Doppler (Amplitude) Velocity (Speci** Harnlonic (Specie,)
Doppler Imaging Imaging ...

Ophthalmic
Fetal P p p P P P P P N
Abdominal p Pp P P p p p P N

Intra-operative
(Speedfy)
Intra-operative
Neurological
Pediatric
Small Organ P P P P P P P P

Neonatal
Cephalic
Adult Cephalic
Cardiac P P P p p P P P
Transesophageal
Tranprectal p P P P P .P p _ N
Transvaginal P P P P P P P P N
Transurethral
Intravascular
Peripheral Vascular p P p _ P P P . P
Laparoscopic
Musculo-skeletal P P P P P P P P
Conventional
Musculo-skeletal p p p p p p
Superficial
IOther (Specify)
N= new indication; P- previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
· Thyroid, Testicles, Breast
· * B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(MI
· ** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONflNUE ON ANOTHER PAGE IF NEEDED)
Contonunce of CDRH, Office of Devioe Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number -_ K Oql '



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 2 of 23

51I0(k) Number (if known): V oil
Device Name : -Diagnostic Ultrasound System SDU-Il200Pro. L040-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

PD-Mode of Operation-- ___

ClinicalApp! lction A B M PW CWD Color Power Color Combined Tissue Othe
Doppler (Amtplitude,) Velocity (Specify).. Harmoni (Specify)

Doppler I'naging c
___________________ ___________ __________ ~~~~~Imaging

Ophthalmic
Fetal
,Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric

Small Organ P P P P p P P

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Trans~vaginal
Trans uret hral
Intravascular
Peripheral Vascular P P P __ P P P P P
Laparoscopic
Musculo-skeletal P P P P P P P P
Conventional
Musculo-skeleta P P P - P P P P P
ISuperficial

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast

B* HM, B/PWD, CFM(IB)/PWD, CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrnce of CDRH, Office of Device Evaluation (ODE)

jax
(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number - .D o



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 3 of 23

5 10(k) Number (if known): Rtl (2s-Sq
Device Name: Diagnostic Ultrasound System SDU-1200Pro. L040-120U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diag~nostic ultrasound imagingcor Doppler an~alysis of thehumianbody as follows:

Mode of Operation
Clinical Application A B M W WD Color Power Color Combined Tissue Other

M PWD C ~Doppler (Amplitude) Velocity (Specifr)*- Harmonic (Sp e c if)
____________________ ~~~~~~~~Doppler Imaging Imaging "

Ophthalmic
Fetal
Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric

Small Organ P P P P P P P P

Neonatal
Cephalic
A4dult Cephalic
Cardiac
YTransesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular P P P __ P P P p P
Laparoscopic __________

Musculo-skeletal P P P P P P p P
Conventional
Musculo-skeletal p p P p P P P P
Superficial

N=new indication; P= previously cleared by FDA; E' added under Appendix E -____ ________

Other Indications or Modes:
*Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)
***Real time 3D

(PLEASE DO NOT WRITE SELO', THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concounece of CDRH. Office of Device Evaluation (ODE)

(Division Sign-Off) 6
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number g]/OPZK9



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 4 of 23

5 10(k) Number (if known) : ti (2.81 .
Device Name: -Diamnostic Ultrasound System SDU .l200Pro. L0.40-120HU

Fill out one form for each ultrasound systenm or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation _____

Clinical Application A B M PWVD CWD Color Power Color Comibined Tissue Other
Doppler (Aniplitude) Velocity ('Specify)J" Harmonic (Specify)

Doppler Imaging Inaging ______

Ophthalmic
Fetal
Abdominal
Intra-operative
(Sp e cif).
Intro-operative
Neurological
Pediatric
Small OrganP P PPPPPP

Neonatal
Cepbalic
Adult Cephalic ____

Cardiac
Transesophageal
Transtectal
7Transyagmnal ____

Transurethral
Intravaycylar
Peripheral Vascular P P P ___ P P P P p
Laparoscopic ____ ____

Musculo-skeletal P P P P P P P p
Conventional
Musculo-skeletal P P P pP P P p
Superficial _ _ _ _ _ _ _ _ _ __ _ _ _ _

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast

** DM, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRrrE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concunence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-OffMt
Division of Reproducfiv, Abdominal and
Radiological Devices 79
5 10(k) Number y' lZK



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 5 of 23

51 0(k) Number (if known) : T 0 _

Device Name: Diag~nostic Ultrasound System SDU-i200Pro. L070-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imag-ing or Doppler analysis of the human body as follows:

Mod of Operation --- ____

Clinical Application A B M PWD CWD Color P"oer Color Comnbined TI~sue Other
Doppler (4n~plitude,) Velocily (Specify) Harmnonic ('Specifi9

Doppler Imaging Imiaging

Ophthalmic ________

Fetal
.Abdominal
Intra-operative

In tra-operative
Neurological
Pediatric

Small Organ P p p p p p p p

Neonatal
Ceph alio_ _ _ _ __ _ _ _ _ _

Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular p p p P p p p p

Laparoscopic
Musculo-skeletal p p p p p p P P
Conventional
Musculo-skeleral p p P P p P
Superficial ____

I tes(Secify)__

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

*Thyroid, Testicles, Breast

**B/M, B/PWD, CFM(H)/PWD, CFM(B)/GFM(M)
**Real time 3D

(PLEASS DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrnc of CDRH, Office of Device Evaluation (ODE)

c77D x
(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number ._______12__



Prescription Use (Per 21 CFR 80 1.109)
Ultrasound Device Indications Statement Page 6 of *23

510(k) Number (if known): IK l
Device Name: -Diagnostic Ultrasound System SDU-l.200Pro. L0.72-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical Application A B MAWlolr Pwe oo Cmined Tissue Other
Doppler (Amplitude,) Velocity (Specify) H'anonic (Specify)

________________________ ~~~~~~~Doppler hmagin~g 1inaging *

Ophthalmic
Fetal
Abdominal
Intra-operative

Intera-operative
Neurological
Pediatric

Small Organ P P p p p p p

Neonatal
Cephalic,
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
*Intravascular
Peripheral Vascular p p p __ P P p p
Laparoscopic
Musculo-skeletal p p P P P p P P
Conventional
Musculo-skeletal?
Superficial ________

IOthers (Specify.)
N=new indication; P= previously cleared by FDA, E"= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast
**B/M, H/PWD, CFM(B)/PWD, CFM(B)/CFM(M)
""Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concrrnce of CDRHI, Office of Device Evaluation (ODE)

(Division Sign-Off) L
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number -is



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 7 of 23

5 10(k) Number (if known): k n U1t801&
Device Name: Dia~,nostic Ultrasound System SDU-l200Pro. VAlIIR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

PD-Mode of Operation -- ____

Clinical Application A B A PD CHID Color Power Color Comibined Tissue Other
Doppler (Amiplitu~de.) Velocity (Spectfr,** Harmnonic (Specify)

Doppler Inlaging ______ mgn

Ophthalmic __ ____ ____

Fetal P P P P P P P p.
Abdominal P P P _ P P P P <P
Intra-operative

Intra-operative
Neurological
Pediatric P P P P P P P P
Small Organ

Neonatal P P P P P P P P
Cephalic
Adult Cephalic P P P P P P P P
Cardiac P P P P P P P P _ _

Transesophageal
Transrectal
Transyaginal
T~ransurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superfiial
Oterl(pcif_ _ -

N=new indication; P= previously cleared by FDA; II= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

Real time 3D

(PLEASE DO NOT WRrrE BELOW TEiS LINE-CONfnIJE ON ANOTHER PAGE IF NEEDED)
Conicurrence of CDRI{ Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 8 of 23

510(k) Number (if known): K b' '2. - _

Device Name: Diaanostic Ultrasound System SDU-l200Pro, VA13R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B M CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify)** Hoamonic (Specif)
Doppler Imaging hIaging a

Ophthalmic
Fetal P P P P P P P P
Abdominal P P P P P P P P
Intra-operative
(Specify)
Intra-operative
Neurological
Pediatric
Small Organ
(Specif)*
Neonatal
Cephalic
Adult Cephalic
Cardiac P P P P P P P P
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Specify)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
** B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
** Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concwrence of CDRH. Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number k.1 I I



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Pag-e 9 of 23

5 10(k) Number (if knowl) : Kbi11 2LV9 _
Device Name: Dia-anostic Ultrasound System SDU-1200Pro. VA13R-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

WD - MOd of Operation _ _ _ _ - _ _ _ _-

Clinical Application A B M D CWD Color Power Color Combined Tissue Other
Doppler (Ainplitude) Velocity (Speci~fy) Hannonic ('Specify)

____________________ ~~~~~~Doppler lInaging ____ _ Inuaging

Ophthalmic ____ ____ ____

Fetal P P P P p p p p _ _

Abdominal P P P ___ P p P P P
Intro-operative

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic _ _ _ _ _ _ _ _ _ _ _ _

Adult Cephalic
Cardiac P P P ___ P P P P P ____

Transesophageal
Transirectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)IPWD,CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHiER PAGE.IF NEEDED)
concurrence of CDORE, Off oe of Device Evaluation (ODE)

(Division Sign-Off) L~
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number A' &4( hI



Prescription Use (Per 21 CER 80 1.109)
Ultrasound Device Indications Statement Page 10 of 23

5 10(k) Number (if known): W I 2
Device Name: Diagnostic Ultrasound System SDU-l200Pro.,VA2OR-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-oeof Operation
Clinical Application A B At PUD CW Cola, Pow~er Clr Coinbined Tissue Other

Doppler (AmplituideJ Vlcv~0ity (Specify)p* Harmonic (Specify)
_____ ____ _____ ___ - - ___I Doppler Imaging Imlaging

OphthalmicI
Fetal P P P P P P P P
Abdominal P P P P -p P p * p _

Intra- operative

Intro-operative
Neurological
Piediatr-ic
Small Organ

Neonatal
Cephalic
A4dult Cephalic
Cardiac P P p P -P pP p
Transesophageal
Trans rectal
Thansvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
IOthers ('Specify)

N=new indication; P= previously cleared by EDA; E= added under Appendix E

Other Indications or Modes:
*B HM, H/PWD, CEM(B)IPWD,CFM(B)/CFM(M)

Real time 3D

(PLEASE DO NOT WRITE BELOW TINS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cowrnce of CDRII, Office of Devic Evaluation (ODE)

(Division Sign-Of
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ~ i ¶ S



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page I I of 23

5 10(k) Number (if known) : WA l7-1 30I _
Device Name: Diagznostic Ultrasound System SDU-1 200Pro. VA4OR-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation -

Clinical. A B M PWD CHID Color Power Color Combined Tissue Other
Application ~~~~~~~~Doppler (Amplitude.) Velocity (Spec6f)** Harmionic ('Spec6)

Application ~ ~ ~ ~ ~ ~ Dpper Imaging _____ imaging

Ophthalmic
Fetal P P P p P P P P

Abidominal P P P P P P P . P _ _

Intra-oiperative
(Sp e c if)
Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Trans urethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
IOthers fSpecoi5) __ __ _ ___ _____

N= new indication; P= previously cleared by FDA; E=- added under Appendix E - ____-_____-_____

Other Indications or Modes:
**B/M, B/PWD, CFM(B)IPWD,CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conewonce of CDRH. Office of Dvice Evaluatio (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - 411dl2



Prescription Use (Per 21 CFR 801,109)
Ultrasound Device Indications Statement Page 12 of 23

5 10(k) Number (if known) :_ K 01 MI ?-8R
Device Name: Diagnostic Ultrasound System SDU l200P'ro. VA40R-035HU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imag~ing or Doppler anialysis of thehumanibody as follows:

Mod of Operatin
Clinical A BI M PWD CWD Color Power Color Comibined Tissue Other
,Application Doppler (Aplitude) Velocity (SpecifJi'T Ho,-monic (Specify)

-- ~~~~~~~~Doppler Ivnoging Imaging
Ophthalmic
Fetal P P PPPPPp
Ab~dominal P P P p P P p p
In Ira-operative
(Sp e c f)
Intra-operative
Neurological
Pediatric
Small Organ
(Speci *)

Neonatal
Cephalic
Adult Cephalic
Cardiac ____

T'ransesophageal
Transrectal
Transvaginal
Transurethral
Infravascular,
Peripheral Vascular

JLaparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Otes ~eci ____

N=new indication; P= previously cleared by FDA; E added under Appendix B

Other Indications or Modes:
**B/MI, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M
"c"Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conow,-nce of CDRH. Office of Devic Evahuaion (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - i 12sq



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 13 of 23

5 1 0(k) Number (if known) : bi1 ~ITs
Device Name: -Dia~nostic Ultrasound System SDU-l200Pro. VA40R-035VPU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Cli nical A B M PWD CWD Color Power Color Combined Tissu~e Other
Application Doppler (A iplitu de) Velocity tSpecify)-- Harmonic (Specify)

- - ______ ~~~~~Doppler Imaging Imaging

phthalmic NNN
Fetmial NN N N N N N N N

Intro-operative

Intra-operative
Neurological
Pediatric 

_____

Small Organ

Neonatal

Adult Cephalic
Cardiac 

____

Transesophageal
Transrecial 

_____

Transvaginal
Transurethral 

_____

Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional-
Musculo-skeletal
Superficial

I9hes(Secif-y) -= _

N= new indication; P= previously cleared by FDA, E= added under Appendix B

Other Indications or Modes:
B/ HM, B/PWD, CFM(B)/PWD,CFM(B)ICFM(M)

~'"Real time 3D

(PLEASE DO NOT WRITE BELOW THIES LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuntnc of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Numbero7 2 1



Prescription Use (Per 21 CFR 80 1. 109)
Ultrasound Device Indications Statement Page 14 of 23

5 1 0(k) Number (if known) : W1I U q _

Device Name: -Diarniostic Ultrasound System SDU-l200Pro. VA40R-035VNU

Fill out one form for each ultrasound System or transducer.

Indications for use: Diaanbstic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation - ____-_____-

Clinical A B Al PWD CWD Color Power Color Comnbined Tissue Other
,Application Doppler (Amplitude,) Velocity (Specitj)**- Hannonic (Specify)

Doppler Imaging Imjaging
Ophthalmic
Fetal NNJ N N N *N N N N
A~bdominal N NJ N N N N N N N
Intra-operative

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial ______ ___ ____

Ohrs (Specify)
N=new indication; P= previously cleared by FDA; E- added under Appendix E

Other Indications or Modes:
BIM, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

**Real time 3D

(PIEAgE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conjcuitno, of CDRH, Office of Deviec Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number o17 9



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 15 of 23

5 10(k) Number (if known) : K0.. ul It-
Device Name: Dia~nostic Ultrasound System SDU-l7200Pro. VA57R-03-75WU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation -

Clinical A B M PWID CWD CoaM, Power Color Coinbined Tisme Other
Application Doppler (Amplitude) Velocily (Specify)" Harmonic ('Specify)

Doppler Imaging Imaging
Ophthalmic
Fetal P P P P P P P P
Abdominal P P P _ P P P P
Intra-operative

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
A4dult Cephalic ____

Cardiac
Transesophageal
Ttansrectal
Transvaginal ___

Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skelfetal
Conventional
Musculo-skelfetal
Superficial

[Others (Specify) -=-- -= -=______

N= new indication; P= previously clearedby FDA; E= added under Appendix E

Other Indications or Modes:
** HM, B/PWD, CEM(B)IPWD,CFM(B)/CFM(M)
**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTJINtE ON ANOTHER PAGE IF NEEDED)
Coiicwrwce of CORH, Offce of Device Evaluadion (ODE)

(Division inOf
Division of Repmoductve, Abdominal and
Radiological Devices
51 0(k) NUMber - K 12&



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 16 of 23

5 10(k) Number (if known) : lKo12 \
Device Name: Diagnostic Ultrasound System SDU-l200Pro. VA57R-0375HU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation
Clinical A B M PWD CHID Color Power Color Combined Timse Other

Application ~~~~~Doppler (Amplitude) Velocity (SpecijO** Harniionic (Specify)
Application ~~~~~~Doppler IaigIniaging

Ophthalmic
Fetal ___ P P P p. p _

Abdominal P P P P P p p P
Intra-operative
(Secify)

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transure thral
Intravas~cular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

O th ers ( S p e c~~fy) _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ---- - - -- --

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
**Real time 3D

(PLEAE DO NOT WRITE BELOW THIS LIN-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrece of CDRH, Office of Device Evaluaton (ODE)

J"4 =-j
(Division Sign-Off) N
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number D-______12____9 _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 17 of 23

5 10(k) Number (if known): K ol J 2.
Device Name: Diagnostjc Ultrasound System SDJ-l .200Pro. TV1 IR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging o~rDoppler analysis of the human body as follows:

M M~e of Operation
Clinical Application Al B M CWD Color Power color Cmined Tissu~e Other

Doppler (Amnplitude) Velocity (Specifr)" * Hannonic (Spe c 0)
____________________ - - - ~~~Doppler Imaging __ __ __ ni aging ~

Ophthalmic
Fetal PP PPp p PP
Abdominal
Intra-pperative
(Sp e c fy)
Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal P P p P P _p _P _P _ __

Transvoginal P P P p p p- P _P
2'ransurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

11Otes eci - -- _

N4= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
** HM, B/PWD, CFMWB)/PWD,CPM(B)/CFM(M)
**Real time 3D

-(PLEASE DO NOT WRITE BELOW THIS LINE-cOMlINUB ONANTEPGEINED)
Conournence of CDRH, O05cc of Device Evaluation (ODE)

(Division Sign-Off
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - k If as



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 18 of 23

5 10(k) Number (if known): u IM8__
Device Name: -Diagnostic Ultrasound System SDU-1200Pro. UJBIOR-065U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body asfollows:

Clinial Ap~c~t on ~ .PD -. Mode of Operation -Clr -Cnbnd-Tsu te
Cinial~plictio A 1 M IVD CWD Color power Cor Cobnd Tsu 0ie

Doppler (Amplitude) Velocity (Specify)" Harmonic (Specify)
___________________ ______ ~~Doppler Imaging ______ Imaging

Ophthalmic
Fetal
,Abdominal.
Intra-operative

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic ___ _______ ___

Adult Cephalic ____

Cardiac
Transesophageal ____

Transrectal p p p p p p p p __

Transvaginal
Transurethbral
Intravascular
Peripheral Vascular
Laparoscopic
Muscudo-skeleta
Conventional
Musculo-skeleta

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,GFM(B)/CFM(M)

ReaPldtme 3D

(PLEASE DO NOT WJRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrece of CDER, Office of Device Evaluation (ODE)

(Division Sign-Off t

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - Vs11\i9



Prescription Use (Per 21 CFR 80 1.109)
Ultrasound Device Indications Statement Page 19 of 23

5 10(k) Number (if known) : 1)1~W _
Device Name: Diagnostic Ultrasound System SDU-J.200Pro. EdI IR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:.

Mode of Operation ____

Clinical Application A B M PWD CWL3 Color Power Color Combined Tissue 01her
Doppler (Amplitude) Velocity (SpeciMy** H'ononic (Specify')

Doppler Imaging imnaging
Ophthalmic
Fetal P P p P P P. P P
A4bdominal
Intra- operative

IntIra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
A4dult Cephalic
Cardiac
Transesophageal
Transrectal P p p __ p PIP P P
Transvaginal p p r __ P P p P P ____

Trans urethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

N=new indication; P= previously cleared, by FDA; E= added under Appendix E

Other Indications or Modes:
B/ HM, H/PWD, CFM(B)/?WD,CFM(B)ICFM(M)

Real time 3D

(PLEASE DO NOT WRTIE BELOW THIS LINE-CON'TINUE ON ANOTHER PAGE IF NEEDED)
Concuenceto CDRE. Office of Device Eniahion (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number - ______.I _____ ___



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 20 of 23

5 10(k) Number (if known):_X i 25
Device Name: -Diaanostic Ultrasound System SDUJ-1200Pro. EClOR-065VPU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation _____

ClinicalApplication A B M PWRD CWD Cobr Power Color Combined Tissue other
Do'ppler (Amplitude,) Velocity (Specif5)" Harmonic (Specify)

- -- ______ _____ _______ Doppler ImagingI agn *

Ophthalmic
Fetal N N N __ N N N N N N
Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic ____

Cardiac
Transesophageal I
Transrectal __N N N N N N N N N
Transvaginal __N N N N N N N N N
Transurethral
Intravascular
Peripaheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal_
Super:icia )
Otphers6 e y~ _ _ _ _ _ _ _ _ _ - _ _ _

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/MI, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
**Realtfime 3D

(PLEASE DO NOTWVRITH BELOW THIS LINE-CONT1NOE ON ANOTHER PAGE IF NEEDED)
Concvnno of CDRHi, Offico of Device Evaluaton (ODE)

(Division Sign-Off) 7
Division of Reproductive, Abdominal and
Radiological Devices ~
510(k) Number['O1 2 9



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page .21 of .23

5 10(k) Number (if known): kRi I7S __
Device Name : Diagnostic Ultrasound System SDU-1 200Pro. S01 1-OSOU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

___- Mode of Operation -- ____

ClinicalApplication A B At *KD CWD Color Power Color Cointbined Tissue Otlher
Doppler (Amplitude,) Velocity (Specify)" Harmionic (Specify)

Doppler Imaging _______Imaging **

Ophthalmic
Fetal.
Abdominal p ___ pp _ __ P
Intra-operative

Intra-operative
Neurological
Pediatric P p p p ____ P P p p
Small Organ

Neonatal
Cephalic __ __ ____

Adult Cephalic __ _______

Cardiac P p p p P P p p p
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

N= new indication; P= previously cleared by FDA; E"' added under Appendix E

Other Indications or Modes:
** B/M, B/PWD, CFMWB)/PWD,CFM(H3)/PWD,CFM(B)/CFM(M),B/CWD,CFM(B)/CWD
Harmonic Imaging

**Real time 3D
(PLEASE DO NOT V/RITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Conccmtcec of CDRIH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number )V</bl I gu



Prescription Use (Per 21 CFR 80 1. 109)
Ultrasound Device Indications Statement Page 22 of 23

5 10(k) Number (if known) : k i lS
Device Name : Diaomostic Ultrasound System SDU-l1200Pro. SO IY~-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the humianbody as follows:

Mode of Operation
Clinical Application A P M P WD CWD Co/or Power Color cobined Tissue Other

Doppler rAntplaitde) Velocity (Sp e cir)* Harmonic (specify)~
- -- ~~~~~~~~~~Doppler Imaging inaging ..

Ophthalmic
Fetal
Abdominal P P P .P

Intra-operative

Intra-operative
Neurological
Pediatric.
Small Organ

Neonatal
Cephalic
Adult Cephialic
Cardiac P P P P PPP P
T'ransesophageal
Transrectal
7Transvaginal
Transurethiral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial __ _____ _____

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
** BIM, B/PWD, CFM(B)/PWD,CFM(B)/PWD,CFM(B)/CPM(M),B/cwDCFM(B/CWrD
Harmonic Imaging

**Real fime 3f
(PLEASE DO NOT WRITE BELOW THIS LINE-cONTINUE ON ANOTHER PAGE IF NEEDED

Coourn~ce of CDRH, OfficB of Device Evaluation (ODE)

(Division Sign-Off) 1
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number b1 S



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 23 of 23

51 0(k) Number (if known): iK bi I 2W'!
Device Name: Dian-nostic Ultrasound System SDUJ-l200Pro. S020-025U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mode of Operation
Clinical Application A B M PWD CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify)* Harmonic ('Sp eq fyi
Doppler Imaging Imaging ..

Ophthalmic
Fetal
Abdominal P p p ____ p
Intra-operative
(Specify5)
Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac p p p p p p p p P
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skele tat
Superficial
Others (Specify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
DI BM, H/PWD, CFM(B)/PWD,CFM(B)/PWD,GEM(B)/CFM(M),B/CWD,CFM(B)/CWD

Harmonic Imaging
**Real time 3D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offher of Oem=c Evaiuatioi (ODE)

(Division Sign-Off) 6
Division of Reproductive. Abdominal and
Radiological Devices o
510(k) Number- lt b


